REGISTERED NO. D. OI.N.) 127 





Whe ©alette of 


3f?rTcrn:<[T 

F.X7 R AOKDINARY 



MiiT II—^pnr 3-^-^ (I) 
PART II—Section 3—Snb-secUoii (i) 

in^nwT if HifitinT 

PUBLISHED BY AUTHORITY 


i. 152] ^»nT, STSw 18, 1991/^29, 1913 

No. 152] NEW DELHI, FRIDAY, APRIL 19,1991/CHAlTRA 29,1913 


TIT WT»T ^ ITPft smiT wtw ^ if=- 
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Separate Paging is given to this Part in order that it may be tiled as a 
separate compilation 


TTrw sftr 

(^»nT«T frvrnr) 

^ 19 rrfk, 1991 

m.^.Pr. 223(w) —nViftf ^ nerw 
1945 ^ eVflyH ^'^4 ^ fHUflit TT glp 

nVr irom ^rnnft wfiiftirtr, i 94 o (1940 in' 23) ^ 

EfPT 12 ^iYt 33 sfl !l^TPVTTTr VTP^ H^SiK % WT^tiT 

TfTTiT liWTwif fV»rnT) s5Y ai.T .f^. 

n. 4I0(w) 29 ITT^, 199U % WlfW VlTCr ^ TTSPRI, 

twruiTTiT,'iTr<T- 2 , nr-3, (i) nTth9'29Jir^, 1390 # snfnrftRi 

Pptt »mT «rr, f^w^r ^ wrta’ff ^ if 

smuTT mftw ^ 't'ciFfre' fcr ^ nida % rmni nTi39 
rffi: 11111 iH!«!, f^R% ijim irmftra ^ ifv ^mmi vfr 1 

irflT :3TT iTSriW 14 irt, 1990 ^ WiTflT 111 3^^!! TTT 
ftirr iRT air ; 

siVr ?n:"Fn: ^ 3 tt sttivt' ^r wa ir sra^rr ?r nro 

*rr«Wf ntr gjiRl' ti; ffpn ^ ; 


»rr;, ^irfra ?rwrT, itHfir ntr unriH anrifr wfafwr, 

1940 (i94n qrr 23) s5T SRT 12 tfrr 33 iTO aanvrfeiifr 
'in Ji41a| ^afa HaiRiiTT ^ 

rt^afa nH sthtnit Pm, 1945 sir *At infttR h 7 t% ^ fiir^ 
ftHRiPam Pm nafri;— 

1. (1) Pmf TT m nHia nVr maT ffnnfV 
(^trrr ffvfm) ftaa, 1991 1 1 

(2) 5 TRW vi JTOiiR en^ Tt snm ^ 1 

2. rtWfa %fn an I an rnift- Pm, 1945 Jr Pm 149 % 
<T?^ PrRprftm Pm «pT:wtPni ftmr anr^Jir, narPi:— 

“i 49 IT. ^ ?r rr^tJiT Wi ProJr i^wirnt 

itnlqis? ^:— 

(i) OTte ir ip^piTTr^^ nur lono'fV. fr. (th, ir 

<1^ ^irr upT wwTTr?<s nur 'ft.'fT.’rir. ir ^,5 ^Ar irriir 'rr 
trtnr 1 

(ii) ^ifT nk ?r^ 4 <n: rnrifR nfTm^riff irfks^fifr ^Trkirr’ 

[?t, gw. 11014/9/89-»r. gn, grr. gf tfr.gTT.g,] 
iwk Pfr?, nPra 
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feccpiff 

isftT rmm ^rwtfV Em, 1945 , 1 - 5-79 w 

T !Ti< TE-Tr’. Tf^TriT (TTtW fif'RI'T) '3^T- 

(ifT ir fmT ’Rnfvj 'r'it sitmt ttriP, trfaEm 

^Tf»'Tf=n i[, ■RtN'-T I I FT,-T 1 RT\ 

EnNf if ''Tttft % ^o:f(3)(i) if httEi’t Enr- 

EtEitt 'Erftr^’STTPRf 511T wrlt-TT Ppr iri; S :— 

1 . W-TT-Et. 1241 flT^ra 6-10-1979 

2 . 1 TT. 4 T.ET. 1242TrffW 6-10-1979 

3. itT-TTIt. 1243^1^141 3-19-79 

4 . TT.’TT.Et. 12 filTltIiJ 12-U)-.3 9 

5. TIT.^T-Et. ASOTnfES 19--l-a'J 

6 . TI.TT.ET. 77 9 41^11? 2 6-7-80 

7. JTT.’TI.Et. 540(51) HTTI^ 22-9-SO 

8. TT-TT.Et. 680(ct) mfril 5-12-80 

0 - tit.'it.Et. 6si(5i) nrfw 5 - 12 -Ro 

10 . HI.TT.Et. 682 ( 51 ) ’11^5-12-80 

11. Ri.TT.fr. 27(51) urEi'a 17-1-si 

13 . T11-=F1.Et. 478(5l) 11^6-8-81 

13 . HT/TtEt. U2(M) TiNI® 15-2-82 

14. TT.'Pl.fiT. 46 2(51) ftT%r 2 2-6-82 

15. Tn.''fT.ET. 5in(5T) TlEra'26-7-82 

16. Tn.TT.fr. ]3(5T) TH-ENt 26-7-8 2 

17. ITT.Ti.fT. 318 (tT) fUfET 1-5-8 4 

18. Trr.4T.fT. 331 ( 51 ) inftU 8-5-8 4 

19. TTI.TI.Et. 460(51) TTrOm 20-6-84 
20- TTT.^n.El. 487(51) ni^W 2-7-S4 

21 . in.4iT.Er. 89( 51 ) 16 - 2-85 

22. Tll. 4 n.fT. 788 ( 51 ) orD'a 10-10-83 
23- Til .Tit .fr. 17(5t) mEfW 7-1-84 

24 . nT.4n.fT- 1049 ( 51 ) Tlltl'*' 29-5-86 

25 . nT.Tn.fr. io60(*t) niEPj s- 9-86 

26- Tll.Til.fT. 111S(5 t) TnEfra'30-9-86 
27. Tn-Tn-N. 7l(5l) TOtrw 30-1-87 

38. TT.TiT.fT. 570(51) Tltfn 12-6-87 

29. TlT.Tn.fT. 626(5l) 2-7-87 

30. Tn-TiT.fT. 792(51) TltW 17-9-87 

31 . Tn-nr-fr. 371 ( 51 ) mfni 14 - 3-88 

32 . m-nn-fT. 7 5 ( 51 ) mTifTI 2-6-88 

33 . nT.m.El. 675(51) mftw 2-6-88 

34 . TT.TT.fr. 676(51) Tlft^ 2-6-88 

35. TTT.4T.fT. 677(5T) TTflW 2-6-88 

36. Trl.4T.fT- 681(51) fllffW 0-6-88 

37. TtT.4T.fT. 735(5 t) Tl^ 24-6-88 

38. Tn.TT.fr. 813(5 t) TTffff 27-7-88 

39. Tn.4T.fT. 944 ( 51 ) TTfrw 21-9-88 

40 . Tn.4T.fT. 43(51) TTfPf 20-1-S9 (ijfaTW) 

41- Tn.4T.fT. 44(51) TTEVW 20-1-89 (njf^) 

42 . Tn-4T.fT. 10 o(5T) 14-2-88 

43. Tn.4T.fT. 443 ( 51 ) nrrfiir 12 - 4-89 


44 . TT.4T.fT. 588(5 t) Tlffa' 2-6-89 (^fen^) 

45. TTTT.fT. 691(51) TlfN' 11-7-89 
.11, fn.Til.lT. 78 1(51) Ttil'O 2 8-8-'.- 1 
47- Tli'T-fT. T6 (it) inTl'9 10-l-9u 
48 TT.TT.fr. 73(W) Tl’W .■’.'l-S-OO 

49. TT.4n.fT. 865 ( 54 ) fTTlfa 25-10-90 

50. JTlTT.fT. il(Tl) 7-1-91 


MINISTRY Ilf HfALIH AND FAMILY WELFARIi 
(Dcpunment of Health) 

NOTIFICATION 
New Delhi, the 19th April, 1991 

O.S.K. 223tE).—-Whereat, a draft of certain rule further to 
amend the Drugs & Cosmetics Rules, 1945, was published, as 
required by sections 12 and 33 of the Drugs Tvnd Cosmetics 
Act, 1940 (23 of 1940), under the notification of the Govern¬ 
ment of India, in the Ministry of Health and Faimly Welfare 
iDepartraent of Health;, G.S.R. No. 410(E) dated the 29th 
March, 1990, in the Gazelle of India, Hxtraordinary, Fart II, 
Section 3, sub-seclion (1) dated ihe 29th March, 1990 inviting 
objections and suggestions from all persons likely to be alfccied 
thereby before the e.xpiry ot a period of forty five days from 
Ihe date on which the copie.s of the Official Gazette containing 
Ihe said notification were made available to the public. 

And whereas the said Gazette was made available lo the 
jufbhc on 1E5-1990. 

And whereas teh obieclions and suggesliomi received from 
the public on the said draft rules have been considerc dby the 
Central Government; 

Now, therefore, in exercise of the powers conferred by sec¬ 
tions 12 and 33 of the Drugs & Cosmetics Act, 1940 (23 of 
1940), the Ccnhal Government, after consultation with the 
Drug Technical Advisory Board, hereby makes the following 
rules further to amend the Dnigs & Cosmetics Rules, 1945, 
namely; 

). (1) These rules may be called the Drugs and Cosmetics 
(Second Amendment) Rules, 1991, 

(2) They shall come into force on the date of pub¬ 
lication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, after rule 149, 
the following new rule shall bo inserted, namely — 

“149A. Special provisions relating to toothpaste containing 
fluoride: — 

(i) Fluoride content in toothpaste sh.ill not be more 
than 1000 ppm and the content of fluoride in terms 
of ppm shall be mentioned on the tube and carton.'' 

(ii) Date of expiry should be mentioned on tube and 
carton.” 

[No. X11014/8/89-DMS&PFA] 
BALBIR STNGH, Jt. Secy. 

Note : The Drugs and Cosmetics Rules, 1945 as amended 
upto l-5-19'79 is contained in the publication of the 
Ministry of Health And Family Welfare (Department 
of Health) containing the Drugs and Cosmetics Act 
and the Rules (PDGHS-fil). Subsequently the said 
rules have been amended by the following notifica¬ 
tions published in Part TI, Section 3(i) of the Gazette 
of India, namely ;— 

1. G.S.R. 1241 dated 6-10-1970 

2. G.S.R. 1242 dated 6-10-1979 

3. G.S.R. 1243 dated 6-10-1979 

4. G.S.R. 1281 dated 12-10-1979 
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5. G.S.'R. 430, dated 19-04-1980 28. G.S.R. 570(E), dated 12-06-1987 

6. G.S.R. 779, dated 26-07-1980 29. G.S.R. 626(E), dated 2-07-1987 


7. G.S.R. 540(E) dated 22-09-1980 

8. G.S.R, 680(E), dated 5-12-1980 

9. G.S.R. 631(E), dated 3-12-1980 

10. G.S.R. 682(E), dated 5-12-1980 

11. G.S.R. 27(E), dated 17-01-1981 

12. G.S.R. 478(E), dated 6-08-1981 

13. G.S.R. 62(E), dated 5-02-1982 

14. G.S.R, 462(E), dated 22-06-1982 

15. G.S.R. 510(E), dated 26-07-1982 

16. G.S.R. 13(E), dated 7-01-1983 

17. G.S.R. 318(E), dated 1-05-1984 

18. G.S.R. 331(E), dated 8-05-1984 

19. G.S.R. 460(E), dutel 20-6-1984 

20. G.S.R. 487(E), dated 2-07-1984 

21. G.S.R. 89(E), dated 16-02-1985 

22. G.S.R. 788(E), dated 10-10-1985 

23. G.S.R. 17(E), dated 7-01-1986 

24. G.S.R. 1049(E), dated 29-08-1986 

25. G.S.R. 1060(E), dated 5-09-1986 


30. G.S.R. 792(E), dated 17-09-1987 

31. G.S.R. 371(E), dated 24-03-1988 

32. G.S.R. 75(E), dated 2-06-1988 

33. G.S.R. 675(E). dated 2-06-1988 

34. G.S.R, 676(E), dated 2-06-1988 

35. G.S.R, 677(E), dated 2-06-1988 

36. G.S.R. 680(E), dated 6-06-1988 

37. G.S.R. 735(E), dated 24-06-1988 

38. G.S.R, 813(E), dated 27-07-1988 

39. G.S.R, 944(E), dated 21-09-1988 Cotrigendum 

40. G.S.R. 45(E), dated 20-01-1989 Corrigendum 

41. G.S.R. 44(E), dated 20-01-1989 Corrigendum 

42. G.S.R. 100(H), dated 14-02-1989 Corrigendum 

43. G.S.R. 443(E), dated 12-04-1989 

44. G.S.R, 588(E), dated 2-06-1989 Corrigendum 

45. G.S.R. 691(E), dated 11-07-1989 

46. G.S.R. 784(E), dated 28-08-1989 

47. G.S.R. 16(E), dateo 10-1-1990 

48. G.S.R. 731(E) dated 23-8-1990 


26. G.S.R. 1115(E), dated 30-09-1986 49. G.S.R. 865(E) dated 25-10-1990 

27. G.S.R. 71(E), dated 30-01-1987 -‘'O- G.S.R. 11(E) dated 7-1-1991 
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